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Abstract 
Background: This was a study with the primary aim of ascertaining what the best way is to 
measure the health-related quality of life (HRQOL) of women using contraception. A systematic 
literature review was conducted to (a) identify which, if any, outcome measures exist that assess 
the contraception specific quality of life (QoL) of women of a reproductive age and (b) to identify 
which other HRQOL measures are being used in place of a contraception-specific HRQOL 
questionnaire and to assess whether they are fit for purpose. Secondary aims were to (c) assess 
what women think about the questionnaires that have been specifically made to measure HRQOL 
of women on contraception and (d) suggest recommendations for future work in this field. 
 
Materials and Methods: The online search engines Medline, Embase, PsycINFO and CRD 
database (DARE and NHSEED) were explored, using three broad search terms: (contraception) 
AND (quality of life) AND (outcome measure), to identify suitable papers for the study. Secondly, 
preliminary pre-testing was done to establish what women of a reproductive age thought about 
the ORTHO BC-SAT questionnaire, designed specifically to assess women’s satisfaction with their 
contraception. Thirdly, analysis of two of the contraception specific questionnaires (ORTHO BC-
SAT and SEC-QOL) was performed using the COSMIN checklist (COnsensus-based Standards for 
the selection of health status Measurement INstruments) and Ferrans model for HRQOL.  
 
Results: Of 11,198 titles yielded from the search, 111 studies met the inclusion criteria. Within 
these studies, 59 validated HRQOL questionnaires were identified. The most commonly used 
questionnaire was the Short Form 36 (SF-36)(17.6%), followed by the Moos Menstrual Distress 
Questionnaire (MDQ)(10.6%). Four contraception specific questionnaires were identified, 
namely the ORTHO birth control satisfaction assessment tool (ORTHO BC-SAT), the Spanish 
contraception society QOL (SEC-QOL) tool, The EVAPIL Scale and The NuvaRing Acceptability 
Questionnaire. 
 
Conclusion: This study concludes that it is not appropriate to use a generic HRQOL questionnaire 
to measure the QoL of women, specific to contraceptive use. The SF-36 and the EQ-5D are too 
generic and do not cover essential areas such as sexual function and satisfaction and menstrual 
and pre-menstrual symptoms. The ORTHO BC-SAT is a good measure of satisfaction of women 
with their contraception but it lacks adequate questioning on sexuality, it’s long and sometimes 
repetitive. The SEC-QOL needs further research on a British population to be used in the UK. 
There is a need for a need specific HRQOL questionnaire, designed for the purpose of assessing 
HRQOL in women using contraception. This questionnaire should follow Ferrans and colleagues 
model for HRQOL research and should include relevant questions on menstrual symptoms, 
mental health and sexuality. 

 
  



1.0 Introduction  

 
This section will explore the relevant background literature with regards to what quality of life 
means, how we measure it and why is it important. It will also explore relevant literature on 
quality of life measures, particularly those designed to assess sexuality and the importance of 
this in relation to contraception. The advantages and disadvantages of contraception will then 
be considered before further exploring their relative impact on the health-related quality of life 
of women. A brief overview of health economics and its application to contraceptive use will be 
studied. Finally, this section will explain the gaps in research and the aims and objectives of this 
project. 
 

1.1 Health-Related Quality of Life  
Quality of life (QoL) is an interesting concept and one that is difficult to define. Health-Related 
quality of life (HRQOL) is the QoL relative to health or disease status. HRQOL is subjective; Calman 
hypothesised that quality of life is only achieved if a person’s expectations are met by their 
experience1 and  as such, QoL or HRQOL can only really be defined by patients themselves, as we 
all have different expectations from life. HRQOL is also dynamic; it will fluctuate depending on 
current state and experience. Finally, it is multidimensional; the dimensions associated with 
HRQOL are typically physical, social, psychological and spiritual factors.2 A HRQOL questionnaire 
is a type of Patient Reported Outcome (PRO) Measure. A PRO is a measure of any aspect of a 
patient’s life, as reported by them.3 
 
HRQOL can be affected by both intrinsic and extrinsic factors. Contraception is an example of an 
extrinsic factor that can have both negative and positive effects on HRQOL and this paper will 
explore the ways in which it does so. It will consider how these changes are perceived by women 
and how fear of perceived side effects can also influence decision making with regards to 
contraception. It will then consider whether it is important to measure this change in HRQOL and 
if so, how best to do it.  

 

1.2 How We Measure Quality of Life and What to Measure 
In healthcare, HRQOL questionnaires are used as a tool to quantify QoL relative to health, by 
asking a series of questions and evaluating a person’s satisfaction within different areas of their 
lives. HRQOL questionnaires are designed to compare the impact of one intervention to another.4 
The field of HRQOL measures has been advancing over the last four decades. It is a formal 
discipline that combines prescribed theory and discrete methods.  
 
There are three common models that should be considered when carrying out HRQOL research 
– Wilson and Cleary, Ferrans and Colleagues or the World Health Organization (WHO) model.2 By 
using common language and by suggesting HRQOL domains to follow, these models allow easy 
comparison across studies and provide structure to the concept of HRQOL. Bakas et al., suggest 
that Ferrans and colleagues’ model has the greatest potential for the future. It is an improvement 
on Wilson and Cleary as they have added ‘individual’ and ‘environmental’ factors to the model.5 
‘Characteristics of the individual’ includes demographic, developmental, psychological and 



biological factors that have an effect on outcome. This information is useful to know when 
targeting groups to screen, for example, high risk groups for heart disease. ‘Characteristics of the 
environment’ are categorised into social or physical. Social includes influences such as family, 
friends and healthcare providers and physical refers to the environment in which they live and 
work. This information is useful when assessing a specific cultural group, for example. By adding 
these two factors to the model, Ferrans et al., have allowed for better comparison across studies 
using this model. The figure below summarises Ferrans and Collaegues’ model for HRQOL (the 
revised Wilson and Cleary model). It focuses on the five types of measures of patient outcomes: 
(a) biological functions, such as physiological changes, measured by laboratory tests, (b) 
symptoms; physical, emotional and cognitive, (c) functional status; physical, psychological and 
social function (d) general health perceptions which is the subjective ratings of all previous 
domains and (e) overall QoL; how happy is the person with their overall QoL?5  
 

Many tools exist, across various different specialties, to assess patient’s QoL. The list of tools 
available is extensive. Many tools are generic and are designed to cover the broad ‘domains’ of 
mobility, self-care, limitations on activity, pain and psychological well-being. Examples of such 
are the Short Form-36 (SF-36)6 and the EuroQol instrument (EQ-5D).7 These will both be 
discussed in detail later.  Other well-known tools, used to assess psychological well-being 
associated with various conditions, are the Beck depression inventory8 and the Psychological 
General Well Being Index (PGWBI).9 Many more exist, such as the WHOQoL-BREF, a generic 
measure designed to assess HRQOL cross-culturally10 and the Women’s Health Questionnaire 
(WHQ), designed to assess the physical and mental health of mid-age women.11 
 
The focus of this paper is to assess the measurement of the HRQOL of women using 
contraception. The aforementioned domains are broad and do not translate well into the realms 

Fig. 1 Revised Wilson and Cleary model for health-related quality of life. Taken from Ferrans 
et al., 2005  



of contraceptive use. Although contraception can have an effect on all of these domains, it is not 
sufficient to ask such broad questions that bear greater relevance to chronic illness or disease.7 
The effects that we want to measure when thinking about contraceptive use are those such as 
breast tenderness, pelvic pain, menstrual bleeding and mood changes, as well as sexual function. 
Although all of these symptoms can in turn affect the broader domains mentioned, a more 
specific assessment is needed. For example, we need to assess sexual satisfaction or sexual QoL 
(SQoL), which does not feature in the most commonly used questionnaires. This is a shortfall, as 
we know there is a positive correlation between sexual satisfaction, better health and improved 
QoL.12, 13 Furthermore, chronic illness and mental health have sizable negative effects on sexual 
function, and as such, they should be addressed and assessed regardless.  
 
There are, however, a few HRQOL questionnaires that do specifically measure SQoL. Though, 
these alone would not be suitable to capture the entire effect of contraception on QoL either. 
The Female Sexual Function Index (FSFI) is a 19-item self-report questionnaire which assesses six 
domains; desire, arousal, lubrication, orgasm, satisfaction and pain.14 It uses a 5-point scale to 
answer questions such as “Over the past 4 weeks, how often did you feel sexual desire or 
interest?” from almost always to almost never. Another question that could be particularly 
relevant to the effects of contraception is “Over the past 4 weeks, how often did you become 
lubricated (‘wet’) during sexual activity or intercourse?” (Appendix). These questions are 
applicable as we know that lubrication and libido can both be affected by contraceptive use.15, 16 
So although contraception can have a profound effect on sexuality (either positively or 
negatively) and as such, all 19 of the questions are relevant to contraceptive use, changes in 
sexuality are not the only effects of contraception and so this measure alone would not be 
suitable for our purpose. The Sexual Quality of Life Female (SQOL-F) questionnaire is another 
measure of sexual function. It uses 18 items with a 6-point scale and focuses on sexual self-
esteem and emotional and relationship issues.17 It asks the user to rate their feelings on questions 
such as “When I think about my sexual life, it is an enjoyable part of my life overall” or “When I 
think about my sexual life, I am embarrassed”, or I feel “frustrated”, “depressed”, “anxious”, 
“angry”, “guilty”, “good about myself”, “less like a woman”.18 Similarly, there is the Sexual 
Activity Questionnaire (SAQ), originally designed to investigate the impact of tamoxifen on sexual 
function in breast cancer patients. It asks the participant questions on their sexual desire, 
frequency and satisfaction and if they experience vaginal dryness or pain on penetration.19 So, 
whilst none of these questionnaires were specifically designed with contraception use in mind, 
questions about sexual dysfunction, activity and satisfaction are extremely important and should 
be included in a questionnaire to assess QoL related to contraception. Therefore, sexuality should 
be considered when evaluating the suitability of any measures found to assess the QoL of women 
of contraception.  

 

1.3 Health Economics – What is a QALY? 
As health budgets are finite, it is the role of a health economist to determine how best to allocate 
limited resources. Health economists use economic evaluations to measure health outcomes in 
one of five ways: cost-consequence analysis, cost-benefit analysis, cost-effectiveness analysis and 
cost-utility analysis20 or most commonly, quality adjusted life years (QALY).21 QALYs measure 



disease burden and allow us to compare interventions and assess their economic benefit. They 
are measured between 0 and 1, with a score of 1 equating to a year in perfect health.22 Time 
based preference measures should be included to allow the decision maker to weigh up what is 
more important to the individual filling in the questionnaire.23 
 
HRQOL questionnaires play an important role in determining the economic benefits of any given 
treatment and can be used to generate QALYS. In the UK, QALYs are then used by the National 
Institute for Health and Care Excellence (NICE) to help allocate funding for the intervention in 
question.24 QALYs measure the impact of a treatment on a person’s HRQOL as well as the length 
of life. This is relevant to contraception, because despite being so widely used, discontinuation 
rates are high and a poor understanding of the side effects can lead to non-compliance. Non-
compliance in-turn can lead to unintended pregnancies, making the economic benefit of the 
contraception redundant. The cost effectiveness of contraception is based on the balance of the 
benefits, the harms and the associated cost with either the contraception (the cost of the product 
itself, appointment time to the service, insertion, removal, counselling, management of 
symptoms) or the outcomes of unintended pregnancies (birth, abortion, miscarriage or ectopic 
pregnancy), as well as any intangible costs.21   
 
By using a HRQOL tool that is designed for the specific use of measuring the HRQOL of women 
using contraception, we may be able to improve compliance and uptake, reduce unintended 
pregnancy rates and reduce costs to the NHS. Such a tool would be useful in comparing different 
forms of contraception in different groups of women or changes in HRQOL in the same group of 
women over time. By assessing women’s satisfaction with a type of contraception we can add to 
research in this area and help aid commissioning choices.  
 

1.4 Contraception 

1.4.1 Importance of Contraception 
According to the United Nations (UN), in 2015 the mean global percentage of married women or 
women in union that are of reproductive age and using some form of contraception was 64%, an 
increase from 62.7% in 2009.25 Contraception is playing an increasingly important role in the lives 
of women worldwide. It is predicted that 272,040 maternal deaths were averted in 2008 by 
contraceptive use, and, by satisfying the unmet need for contraception, a further 104,000 
maternal deaths could be avoided in the future (a 29% reduction).26 Contraceptive use is not only 
lifesaving; it also has the potential to enhance the QoL of women by protecting reproductive 
autonomy and allowing women to plan their lives and careers as they wish. As such, it is 
important to know the effect that contraception is having on the female population – both the 
positive and negative. Ultimately, the more satisfied a woman is with her contraception, the 
more likely she is to continue to use it.  
 

1.4.2 Side Effects of Contraception 
We are now able to offer women many forms of contraception; there are various pills with 
differing levels of hormones, injections, patches, hormonal and non-hormonal intrauterine 
devices, vaginal rings and various barrier methods. The side effect profile of each of these 



methods is different and is individual to each woman. The positive and negative effects of the 
most commonly used methods is discussed below.   
 
The combined oral contraceptive pill (COCP) is the most widely used method of reversible 
contraception in developed countries.25 There are many different COCPs available which all 
contain varying types and amounts of an oestrogen and a progestogen, which are taken for 21 
days, followed by a 7-day pill-free interval.27 Fear of perceived side effects play a large part in 
COCP discontinuation. A systematic review of 28 studies evaluated negative attitudes towards 
oral contraceptives28 and identified an overwhelming amount of fear of the contraceptive pill. In 
one European study, 27% of never-users in a European study quoted ‘side effects’ as the reason 
for not taking the pill, despite having never tried it.29 Weight gain is another major reason for 
discontinuation of the COCP, with several studies citing it as the primary reason for cessation (up 
to 20%). However, a Cochrane review found that there is no causal association between weight 
gain and the COCP.30 Evidently, in some instances, conflicting evidence may be contributing to 
women’s fears about contraception. The COCP can also have a profound effect on sexuality;15 it 
causes a reduction in androgen levels which can lead to vaginal dryness and reduced libido.13 
Other common side effects include headaches, nausea, erratic bleeding, oedema breast 
tenderness and mood changes,31,32 although yet again, a separate study has shown that these 
symptoms are no different in a control group.33 
 
Positive effects of the COCP include improved cycle control, relief of menstrual symptoms, 
improved acne and hirsutism and, in women over forty, preserved bone mineral density. The 
COCP also has a protective effect against ovarian, endometrial and colorectal cancer31. As 
discussed, there is a lot of conflicting information in the literature about the side-effects of 
contraception.  
 
The progesterone only pill (POP), also known as the ‘mini-pill’, is a pill taken every day, which is 
99% effective if taken correctly. It can be used in women who are unable to take oestrogen, for 
example, due to heart conditions, risk of blood clots or smokers over 35.34 It has been shown to 
make periods lighter and less painful. It is also an effective treatment for women who suffer with 
migraines.35 Negative effects of the POP include acne, breast tenderness, nausea and vomiting, 
ovarian cysts and weight gain.36 
 
The intrauterine system (IUS) is a small ‘T-shaped’ device that is inserted into the uterus. It 
releases a progestin (levonorgestrel) locally and prevents pregnancy by thickening the cervical 
mucus, thinning the endometrial lining and by sometimes preventing ovulation.37 The two most 
common brands of the levonorgestrel intrauterine system (LNG-IUS) in the UK are the Mirena 
coil or the Jaydess. There is evidence that the LNG-IUS is an effective treatment for endometrial 
hyperplasia38 and can also be used to treat women who suffer from heavy menstrual bleeding 
(HMB).39 An intrauterine device (IUD) is a small ‘T-shaped’ device that is inserted in the same way 
as the IUS but differs in the fact that it does not contain any hormones and is instead made of 
copper, which acts as a spermicide, thus preventing fertilisation.40  
 



The main side effects of both the IUD and IUS are pain and bleeding.40, 41 In a study of over 2,500 
women using either the IUD or the IUS, the discontinuation rate at 12 months was 23% for the 
copper IUD and 18% for the LNG-IUS. The two main reported reasons for discontinuation were 
pain (31%) and bleeding (24%). However, these side effects have been shown to decrease over 
time40 and this should be used to counsel and reassure women who are considering removal of 
device. In the same study, failure rates, defined as the percentage likelihood of achieving 
pregnancy, at 12 months were 1.3% and 0.2% respectively42 and the expulsion rate of the copper 
IUD was 6%, compared with 3% in the LNG-IUS at 12 months and. Expulsion of the copper IUD 
has been shown to be higher in women aged 14-19, regardless of their parity.43 However, 
especially for nulliparous women, pain and excessive bleeding can often lead to intolerability and 
subsequent removal.44 
 
Benefits of the IUD include not having to attend regular appointments or worry about 
remembering to take a pill every day and it can remain in situ and last for up to ten years. This 
makes it beneficial for rural, underdeveloped communities across the world. Furthermore, the 
IUD is an effective form of emergency contraception following unprotected sex45. The copper IUD 
is also beneficial for women who suffer from the hormonal side effects of other methods, or for 
those who have contraindications according to the UK Medical Eligibility Criteria for 
Contraceptive use (UKMEC).34  
 
The implant (Implanon®) is a small 40mm rod that is inserted subdermally into the arm. It works 
by continuously releasing progestin and has an efficacy rate of 99%.46 A study that looked at the 
acceptability of nearly 1000 women using the Implanon implant found that headaches were the 
most commonly reported side effect (15.3%).47 The overall discontinuation rate was 32.7%, with 
10.4% requesting removal due to bleeding irregularities. In another study, 41.25% of women 
reported amenorrhoea, 23.75% reported infrequent bleeding and 17.5% reported frequent 
bleeding.46 Others reported breast tenderness, acne, headaches, dizziness, depressive mood 
disorders, pelvic pain and loss of libido.46 Other side effects of the implant include mood changes, 
weight gain, pain at site of insertion and anaemia.48 Benefits include not having to worry about 
contraception for three years and in some cases lighter bleeding. It is also suitable for people 
who are not able to have oestrogen contraception for reasons outlineed by the UKMEC.34 
 
The depot-medroxyprogesterone acetate (DMPA) injection (Depo-Provera) is a 12-weekly 
progesterone injection which prevents pregnancy by thickening cervical mucus and thinning the 
endometrial lining. Its use has been shown to decrease the risk of endometrial cancer, ectopic 
pregnancy, menorrhagia, dysmenorrhoea and premenstrual symptoms, amongst other 
benefits.49 Reported side effects include headaches, acne, breast tenderness, mood changes and 
loss of libido. However, the most well-reported side effect of the DMPA is weight gain. One study 
that compared the use of DMPA to the LNG-IUS showed that the DMPA users put on an average 
of 4.3kg over 5 years, compared to 1.8kg in the LNG-IUS group.50 Benefits of the DMPA include 
its protective effect against endometriosis and its use in controlling sickle cell crises.51 
 



1.5 Gaps in Research 
The Contraception Choices Project (formerly the BeCCy Project) is a programme at University 
College London led by Professor Judith Stephenson and Dr Julia Bailey. The aim of which is to 
produce a website to assist women in making choices about contraception. It will address 
concerns and misconceptions and recommend contraception based on a woman’s needs and 
preferences. Health economist Rachael Hunter was working on the project and identified the 
need for a specific contraception HRQOL measure including economic evaluations of 
interventions related to contraception. The EQ-5D was initially considered for use in the project; 
however, it was deemed neither relevant nor specific to contraception. The SQoL-F was 
subsequently considered but as this focuses mainly on sexual dysfunction, it was also deemed 
unsuitable. Thus, it became evident that there is a need for a suitable measure specific to 
contraception and its effect on QoL. From a preliminary search, there did not appear to be a 
useful or suitable tool to assess the impact of the effects of contraception on QoL. As such, it 
became necessary to perform a systematic literature search to find a suitable tool or to highlight 
the gap in this area.  
 

1.6 Aims and Objectives 
The overall aim of this project was to ascertain what the best way is to measure the QoL of 
women using contraception. This was addressed using three main research questions: 

1. Which, if any, outcome measures exist that assess the contraception specific health-
related quality of life (HRQOL) of reproductive women?  

2. What do women think about the questionnaires that have been specifically made to 
measure HRQOL of women on contraception? 

3. Which other HRQOL measures are being used in place of a contraception-specific 
questionnaire and are these fit for purpose? 

 
These questions will be addressed by: 

a) Completing a comprehensive systematic review of the literature to find what tools are in 
circulation. 

b) Undertaking preliminary pretesting using the ORTHO birth control satisfaction tool 
(ORTHO BC-SAT) by asking women of reproductive age to fill in the contraception specific 
questionnaire and to give feedback on its suitability. 

c) Analysis of any specific instruments found using the COSMIN checklist (COnsensus-based 
Standards for the selection of health status Measurement INstruments) and by comparing 
them to Ferrans and colleagues’ model. 

d) Analysis of generic HRQOL instruments used in place of contraception specific 
instruments to judge whether they are fit for purpose. 

 
Following this work, a conclusion will be reached with regards to whether it is necessary to have 
a contraception specific HRQOL instrument or if it is suitable to use something generic such as 
the SF-36 or the EQ-5D. Recommendations will be given about what questions should be asked 
in future developments of such a questionnaire.  
  



2.0 Methods and Materials 
 
This chapter will outline the three main sections to the work: the literature review, the HRQOL 
questionnaire analysis and the preliminary pretesting research. The ways in which the protocol 
was designed and the inclusion and exclusion criteria of the literature search will be given. The 
Scientific Advisory Committee (SAC) criteria for HRQOL questionnaire analysis and the COSMIN 
checklist will be explained and the preliminary pretesting process will be presented. 
 

2.1 Literature Review 
The systematic review protocol, inclusion and exclusion criteria and the data selection process 
were designed using PRISMA (preferred reporting items for systematic review and meta-
analyses). 
 

2.1.1 Search Strategy 
An extensive search was performed on Medline, Embase, PsycINFO and CRD database (DARE and 
NHSEED). The three broad search terms used were (contraception) AND (quality of life) AND 
(outcome measure) (Fig 1.). The full search protocol can be found in the appendix. 
 

Within contraception, terms for all the different forms of contraception were used, including 
hormonal and non-hormonal. Terms for induced abortion and unplanned pregnancy were also 
included as it was thought that some interesting questionnaires may exist that overlap with 
contraception use/non-use. Within quality of life (QoL), terms were used to include patient 
satisfaction, relationship satisfaction and emotions. Various search terms for ways of assessing 
the QoL were included, such as questionnaire and survey (Appendix). The search was limited to 
human studies only but no time limit was applied, nor a language criterion, provided there was 
an English translation. 

? 
Outcome 
measure 

Contraception 

QoL 

Fig 2. Venn diagram to illustrate search terms used and area of interest, marked with a ‘?’. 
 



2.1.2 Inclusion Criteria 
All studies that used a validated or self-developed questionnaire to assess quality of life, overall 
satisfaction, mental health or affect were initially included. The women in the study could be 
taking contraception for any purpose; it does not have to be for contraceptive purposes (e.g a 
teenager taking Dianette for acne or a woman using an intrauterine device for heavy menstrual 
bleeding). Studies of women of reproductive age were selected through screening. To be 
included initially, studies needed to ask detailed or structured questions about the side effects, 
QoL, satisfaction or overall wellbeing of women who are using any form of contraception. This 
could be through an interview or a questionnaire. 
 

2.1.3 Exclusion Criteria 
Studies that assess menopausal women were excluded through screening. Much is already 
known about quality of life in the menopause and there are many established questionnaires 
that assess this. Male studies were also excluded at screening but not in the original search 
strategy as there may be some studies that included males and females in assessing quality of 
life with contraceptive use. Animal studies were excluded through the search strategy. Grey 
(unpublished) literature was not searched, nor were trials registers. 
 

Fig 3. Flow chart to demonstrate the number of articles retrieved from each database and 
the final number of articles to screen following removal of duplicates (11,198). 
 



2.1.4 Data Extraction 
The four databases were searched using University College London library databases and the 
University of York Centre for Reviews and Dissemination website. The search strategy was altered 
to suit the different databases. All references were exported into Mendeley reference manager 
and screened for duplicates. They were then imported into Covidence website online and 
screened again for duplicates. This yielded 11,198 papers (Fig.2) 
 

2.1.4.1 Title and Abstract Screening 
All 11,198 titles and abstracts were read by the first author and 10% of these were screened by 
a second researcher for quality control. Papers were moved to full text screening if the paper was 
relevant and met the inclusion criteria. Papers that were not suitable were excluded and papers 
that were vague in their abstract or had a suitable title but no abstract, were marked as ‘maybe’, 
which moved them onto full text screening for a more thorough screen. Of the 1,200 papers that 
were screened by the second reviewer, 37 decisions conflicted with the first author. These were 
discussed and an overall decision was agreed on between the two researchers. In total, 740 
articles were advanced to the full text screening stage. 
 

2.1.4.2 Second Round Screening 
At this stage, due to the large amount of papers through to full text screening, a second round of 
title and abstract screening was employed. A slightly stricter criteria was applied; to include only 
those studies that use a validated questionnaire, or a structured, self-developed questionnaire. 
At this stage, studies that had previously been included for simply asking satisfaction on a Likert 
scale, were excluded. Similarly, if a study simply explored side effects of the contraception or 
menstruation but did not quantify this by means of a questionnaire, they were also excluded. 
Papers that focused exclusively on the sexual QoL of women on contraception were also 
excluded, as although sexuality is a very important part of QoL, it is not the sole focus. Ultimately 
the papers had to fit into one of two groups: 

1. Studies that use validated questionnaires to assess women’s QoL, mood, satisfaction. 
This included tools such as the SF-36 or the Beck’s depression Inventory. 

2. Studies that use a specific contraception related QoL measure.  
Following this, a further 556 papers were excluded, leaving 184 papers suitable for full text 

screening.  

2.1.4.3 Full Text Screening 
Ovid or Google Scholar were used to obtain the full text of articles where possible. If the full text 
was not available and the abstract did not allude to any suitable questionnaire, then the paper 
was excluded. Similarly, if the information could not be gained from the abstract, and an English 
version of the full text was not available, then they were also excluded.  
 
There were a further 60 studies excluded at this stage. Thirty-five were excluded as they were 
the ‘wrong intervention’. This meant they were excluded if the questionnaire used didn’t answer 
the research question, i.e if the study did not use a validated measure to assess QoL. Studies were 
also excluded here if they were using a very specific questionnaire such as the MIDAS (migraine 



disability assessment) questionnaire. Eleven studies were excluded under ‘wrong study design’ if 
they did not actually use a HRQOL measure at all, when the full text was screened. Ten were 
excluded as there was no full text available and the information could not be gleaned from the 
abstract. Three were the ‘wrong setting’, which included a letter to the author, a study that was 
for termination of pregnancy and one that explored women’s concerns about contraception, 
rather than their experience. One was excluded for ‘wrong population’ as it was a study asking 
never users about contraception and this is the wrong group of patients. 
 
One hundred and eleven studies were suitable for final data extraction stage. All one hundred 
and eleven studies were reviewed by the first author and all that were excluded (60 papers) were 
reviewed by the second researcher, as well as 10% of the studies included (11 papers). There 
were two conflicts, which were resolved and remained in the included group.  

Fig 4. Flowchart showing methodology for second round screening. 111 articles suitable for 
final data extraction.  



2.1.4.4 Final Data Extraction 
The final one hundred and eleven papers were analysed by the first author and information on 
the title, author and which questionnaire(s) was used was tabulated (Appendix ..). 
 

2.2 Questionnaire Analysis 
The most commonly used questionnaires that appeared in the search were analysed for their 
suitability. Two of the contraception specific questionnaires that were found were analysed in 
more detail, using the COSMIN checklist, to assess the quality of the instruments. However, as 
the COSMIN checklist is currently undergoing some changes, to include information on the 
conceptual underpinnings of the measure being assessed, the questionnaires were also assessed 
against the Ferrans and colleagues’ model (described above), for completeness.  
 

2.2.1 How to Analyse a QoL Instrument 
It is important to have a rigorous method in which to analyse and compare health questionnaires. 
Therefore, there must be criteria to follow when creating an instrument or indeed critiquing one. 
Several authors have offered benchmarks for evaluating QoL instruments or measures. The most 
well-known and perhaps the forerunner in the field is the criteria from the Scientific Advisory 
Committee (SAC) of the Medical Outcomes Trust. In order to promote the science and application 
of HRQOL measures, they set out eight key attributes to HRQOL measures;52 1. Conceptual and 
measurement model – a conceptual model describes the concepts and the population under 
assessment and the relationship between them. A measurement model is to do with the scales 
used in the instrument and their suitability.52 In order to select the questions for the 
questionnaire, the classical test theory (CTT) approach may be employed or an item response 
theory (IRT) approach may be used. The CTT approach was coined by Lord and Novick in 1968.53 
It is a theory based on workings that the score obtained through the questionnaire is the sum of 
the true score and the error score, which gives us the observed score of the person answering 
the questionnaire, with the true score being a perfect score, without error. In other words, the 
purpose of the CTT is to predict the outcome and measure the reliability of a psychometric test 
through the score of the individual taking the test and the amount of errors within the test 
itself.54 A more modern model is the IRT, which describes the association between the 
respondent’s ability with the probability of the item response. IRT models are unidimensional in 
that they only measure one construct per scale and each item is locally independent of each 
other, thus assuming that all questions are varying levels of difficulty.55 2. Reliability; this 
measures how free of random error the instrument is. Test reliability is measured using 
Cronbach’s coefficient, 𝛼 and by assessing reproducibility (e.g test-retest reliability).52 Both CTT 
and IRT use Cronbach’s coefficient to look at internal consistency and test-retest reliability to 
determine the reliability of the instrument.56 3. Validity; does the instrument measure what it 
has set out to? Evidence can be classified in three ways – content-related, construct-related and 
criterion-related. 4. Responsiveness; can the instrument detect change? This is sometimes 
referred to as sensitivity to change. 5. Interpretability; this is the ability to translate quantitative 
data into qualitative meaning. 6. Respondent and administrative burden; what is the time, effort 
and other demands of both the person completing the questionnaire and the administrator of 
the questionnaire? 7. Alternate forms; the developer should evaluate all forms of the 



questionnaire, for example, interview, phone, by proxy, self-administered in all the 
aforementioned criterion. 8. Cultural and language adaptations; has the questionnaire been 
translated into a different language or adapted for use within a different culture? If so, how was 
this done and what are the differences?52 
 

2.2.2 The COSMIN Checklist 
The COSMIN checklist (COnsensus-based Standards for the selection of health status 
Measurement INstruments) is similar to the SAC criteria but it is more current way of evaluating 
HRQOL instruments. It can be used to assess the methodological quality of a study of the 
measurement properties of a questionnaire.57 It will be used in this paper to assess the ORTHO 
BC-SAT and the SEC-QOL. It contains twelve boxes, ten of which are used to determine whether 
the study meets the standards for good methodological quality. Nine of these boxes contain 
standards that are similar to those standards set out by the SAC, described above. These nine 
boxes in the COSMIN checklist are internal consistency, reliability, measurement error, content 
validity, structural validity, hypothesis testing, cross-cultural validity and responsiveness. The 
tenth box (interpretability) is used to record the percentage of missing items and to calculate the 
distribution of scores. There are a further two boxes which are used specifically for articles in 
which IRT is applied58. The checklist uses a 4-point scale to give a score of excellent, good, fair or 

Fig 5. COSMIN taxonomy of relationship of the 10 measurements of the checklist. 
Figure taken from Mokkink et al., 2010.  
 



poor for each of the domains. The COSMIN checklist should be used to evaluate studies that 
validate a paper and is not used to directly assess the quality of HRQOL measure itself58. FDA 
guidelines state that analysis should include a question on the conceptual model of the measure 
being assessed, which the COSMIN checklist currently does not. However, this is under review 
and it is likely to in the future.3 

 

2.3 Preliminary Pretesting  
Preliminary pretesting is generally used to evaluate a questionnaire in advance of testing it on 
interviewers and respondents.59 For this study, a sample of women of reproductive age were 
asked to fill in the ORTHO BC-SAT questionnaire and give feedback on its suitability.  
 
The ORTHO BC-SAT was chosen over the SEC-QOL as it is longer, covers more domains, enquires 
about a wider range of side effects and also covers overall satisfaction. It was also advantageous 
as the original ORTHO BC-SAT questionnaire was obtained with permission for use from the 
author (Appendix). The ORTHO BC-SAT is also written in English, whereas the SEC-QOL was only 
available as a translation of the Spanish version and needs rewording before testing.  
 
The respondents were made up of a group of 20 women aged between 19 and 29. They were all 
university educated, from a variety of different backgrounds, working in a variety of different 
jobs. The respondents were asked to fill in the questionnaire, stating what contraception they 
were on. The respondents were asked to answer the following: 
 

1. Comment on the overall suitability of the questionnaire. 
2. Were all relevant points covered? 
3. Is there anything you would add or take away from the questionnaire? 
4. Do you feel that all effects, including the sexual effects of contraception were covered 

appropriately?  
 

  



3.0 Results  
 
This section will firstly summarise the results of the literature search by displaying all the HRQOL 
measures that were identified through the literature search. Secondly, the two of the 
contraception specific questionnaires (ORTHO BC-SAT and SEC-QOL) will be analysed using the 
COSMIN checklist and Ferrans model. Thirdly, the preliminary pretesting data will be presented.   
 

3.1 Health-Related Quality of Life Measures 
From a total of 111 papers, fifty-nine validated tools were identified (Table 1). Many studies used 
more than one questionnaire and so the total number of questionnaires used, throughout the 
111 studies, was 170. General HRQOL measures were used most commonly, with a combined 
total of 78 times (45.8%)(Table 1). 

freq. General Freq.

3 Short	Form-36	Questionnaire 30

3 EQ-5D 8

1 Quality	of	Life	and	Satisfaction	Questionnaire	(Q-LESQ) 6

7 Rand-36 5

Short	Personal	Experience	Questionnaire	(SPEQ) 3

Visual	Analogue	Scale	(VAS) 3

WHOQoL	 3

EQ-5D	vas 2

SF-12	 2

SF-36v2 2

Women's	Health	Questionnaire 2

Daily	Record	of	Severity	of	Problems	(DRSP)	 1

EORTC	OLQ-C30 1

EQ-5D-3L 1

General	Effect	Study	Medication	Questionnaire	(GESQ) 1

General	Health	Questionnaire	-	12 1

HRQL	(SF-8) 1

HRQOL	-4 1

Short	Form	questionnaire-6	Dimensions	(SF-6D) 1

Sickness	Impact	Profile 1

WHO-S 1

WHOQoL-BREF 1

Youth	Quality	of	Life	Instrument 1

78

Table 1. Names and corresponding frequencies of general HRQOL tools found in the literature 
search. 



Of the 59 tools identified, four were contraception specific, namely the ORTHO BC-SAT, the SEC-
QOL, The EVAPIL Scale60 and The NuvaRing Acceptability Questionnaire.61 The frequency of use 
was 3 (1.76%) for both the ORTHO BC-SAT and the SEC-QOL and 1 for both the EVAPIL (0.58%) 
and The NuvaRing Acceptability Questionnaire. Within the 170 studies, contraception specific 
HRQOL measures were used a total of 8 times (4.7%)(Table 2). 

 
17 of the 59 tools used were HRQOL questionnaires that were designed to measure sexual 
function. Within the 111 studies identified in this search, sexual wellbeing HRQOL measures were 
used a combined total of 17 times (10)% (Table 3). 

 
There are many validated HRQOL questionnaires which are designed to assess psychological 
wellbeing such as the Beck’s Depression Inventory and the Psychological Global Well-Being 
Inventory. In this study, 17 of the HRQOL measures identified were created for the purpose of 
assessing psychological wellbeing and were used a total of 38 times (22.3%) throughout the 111 
studies (Table 4). 

Self-Developed Sexual	wellbeing Freq.

Self-developed Female	Sexual	Function	Index	(FSFI) 8

Female	Sexual	Distress	Scale 2

Mell-Krat	Scale	(SFK-K) 2

Sexual	Activity	Questionnaire 2

Derogatis	Sexual	Functioning	Inventory	(DSFI) 1

Golombock	Rust	Inventory	of	Sexual	Satisfaction	(GRISS) 1

McCoy	Female	Sexuality	Questionnaire 1

17

Table 3. Names and corresponding frequencies of sexual wellbeing HRQOL tools found in the 
literature search. 
 

Table 2. Names and corresponding frequencies of contraception specific HRQOL tools found 
in the literature search. 
 

Contraception	Specific freq.

ORTHO	BC	SAT 3

SEC-QOL 3

EVAPIL 1

NuvaRing	Acceptibility	Questionnaire 1

8



 

 
Seven of the HRQOL tools were identified as being for the purpose of assessing a specific 
condition or illness. For example, the Moos MDQ is used to assess menstrual symptoms and the 
PCOSQ (polycystic ovary syndrome questionnaire), which was designed to assess the QoL of 
women with PCOS. This type of HRQOL was used a combined total of 26 times (15.3%)(Table 5). 
 

Freq. Psychological	wellbeing Freq.

30 Becks	Depression	Inventory	(BDI) 9

8 Psychological	Global	Well-Being	Inventory	(PGWBI) 7

Profile	of	Moods	States	(POMS) 4

Hamilton	Depression	Rating	Scale 2

Hospital	Anxiety	and	Depression	Scale	 2

Penn	State	Daily	Symptom	Report	(DSR17) 2

Scott	and	White	(S&W)	Mood	Scale	 2

Amsterdam	Mood	Questionnaire 1

Centre	for	Epidemiological	Depression	Scale	 1

Eight	State	Questionnaire 1

Hamilton	Anxiety	Scale 1

Montgomery–Åsberg	Depression	Rating	Scale	(MADRS)	 1

Mulitple	Affect	Adjective	Checklist	Revised 1

Positive	and	Negative	Affect	Schedule	(PANAS) 1

Symptom	Checklist-90	(SCL-90) 1

Taylor	Manifest	Anxiety	Scale 1

Undergraduate	Stress	Questionnaire	(USQ) 1

38

Table 4. Names and corresponding frequencies of psychological wellbeing HRQOL tools found 
in the literature search. 
 

Freq. Specific Freq.

8 Moos	Menstrual	Distress	Questionnaire	(MDQ) 18

2 Eysenck	Personality	Index 2

2 Menorrhagia	Multi-Attribute	Scale	(MMAS) 2

2 Bem	Sex-Role	Inventory 1

1 Menstrual	Health	Questionnaire 1

1 PCOSQ 1

1 Traumatic	Antecedents	Questionnaire	(TAQ) 1

17 26

Table 5. Names and corresponding frequencies of condition specific HRQOL tools found in the 
literature search. 
 



Two studies (1.2%) developed their own questionnaire for use.62,63 The first study was a German 
study and no full text is freely available. The abstract states that QoL changes were evaluated 
through a 20-item, 5-point scale, self-developed questionnaire but no further information is 
available.63 The second of the studies was designed to evaluate the use of the LNG-IUS in women 
with heamostatic disorders and abnormal uterine bleeding. This was a 10-tem QoL questionnaire 
which assessed the following parameters: general activity, ability to go to work/school, sleeping, 
mood, participation in family activities, enjoyment of life, pain during menstruation, ability to 
enjoy sexual intercourse, overall QoL and general health.62 This seems to cover all the important 
points but it is lacking in depth and was made specifically for women with heamostatic disorders. 
However, as a short assessment of HRQOL with regards to contraception, and on face value, this 
is a good measure. However, it has not undergone validity and reliability testing. 
 
The breakdown of use of the different types of HRQOL measures used can be visualied in the 
graph below (Fig. 6) 
 

 
 
 
 
 

Fig. 6. Corresponding percentage of HRQOL by type. 
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Table 6. Complete list of validated questionnaires used within the 111 studies and 
corresponding frequencies. n= number of times used within the 111 studies. 

HRQOL	Measure n= HRQOL	Measure n=

Short	Form-36	Questionnaire 30 Centre	for	Epidemiological	Depression	Scale	 1

Moos	Menstrual	Distress	Questionnaire	(MDQ) 18 Daily	Record	of	Severity	of	Problems	(DRSP)	 1

Becks	Depression	Inventory	(BDI) 9 Derogatis	Sexual	Functioning	Inventory	(DSFI) 1

EQ-5D 8 Eight	State	Questionnaire 1

Female	Sexual	Function	Index	(FSFI) 8 EORTC	OLQ-C30 1

Psychological	Global	Well-Being	Inventory	

(PGWBI)
7 EQ-5D-3L 1

Quality	of	Life	and	Satisfaction	Questionnaire	

(Q-LESQ)
6 EVAPIL 1

Rand-36 5
General	Effect	Study	Medication	Questionnaire	

(GESQ)
1

Profile	of	Moods	States	(POMS) 4 General	Health	Questionnaire	-	12 1

Self-developed 4
Golombock	Rust	Inventory	of	Sexual	

Satisfaction	(GRISS)
1

ORTHO	BC	SAT 3 Hamilton	Anxiety	Scale 1

SEC-QOL 3 HRQL	(SF-8) 1

Short	Personal	

Experience	Questionnaire	(SPEQ)
3 HRQOL	-4 1

Visual	Analogue	Scale	(VAS) 3 MADRS-S. 1

WHOQoL	 3 McCoy	Female	Sexuality	Questionnaire 1

EQ-5D	vas 2 Menstrual	Health	Questionnaire 1

Eysenck	Personality	Index 2 Mulitple	Affect	Adjective	Checklist	Revised 1

Female	Sexual	Distress	Scale 2 PCOSQ 1

Hamilton	Depression	Rating	Scale 2 Positive	and	Negative	Affect	Schedule	(PANAS) 1

Hospital	Anxiety	and	Depression	Scale	 2 SCL-90 1

Mell-Krat	Scale	(SFK-K) 2
Short	Form	questionnaire-6	Dimensions	(SF-

6D)
1

Menorrhagia	Multi-Attribute	Scale	(MMAS) 2 Sickness	Impact	Profile 1

Penn	State	Daily	Symptom	Report	(DSR17) 2 TAQ 1

Scott	and	White	(S&W)	Mood	Scale	 2 Taylor	Manifest	Anxiety	Scale 1

Sexual	Activity	Questionnaire 2 USQ 1

SF-12	 2 Unknown 1

SF-36v2 2 VRS 1

Women's	Health	Questionnaire 2 WHO-S 1

Amsterdam	Mood	Questionnaire 1 WHOQoL-BREF 1

Bem	Sex-Role	Inventory 1 Youth	Quality	of	Life	Instrument 1



3.2 Analysis of Contraception Specific Health-Related Quality of Life Instruments 

3.2.1 ORTHO BC-SAT Analysis 
The ORTHO Birth Control Satisfaction Assessment Tool (ORTHO BC-SAT) is a 42 item, self-
administered questionnaire that assesses eight domains: future fertility concerns, convenience 
of use, compliance, lifestyle impact, side effect profile, impact on menstruation, 
assurance/confidence and overall satisfaction64 (Appendix).  Women are asked to respond on a 
Likert scale of between five and seven options (Fig. 3).  

 
The questionnaire was developed by Mathias et al.,65 and funded by Ortho-McNeil 
Pharmaceutical, Inc., producer of the ORTHO EVRA transdermal contraceptive patch. The 
questionnaire was designed by holding one-to-one telephone interviews with doctors, holding 
focus groups and pretesting sessions with women of reproductive age on one of four hormonal 
contraceptives. The psychometric properties of the questionnaire were then tested in a 
validation study, which deemed the questionnaire to be reliable and valid.64,66 
 
This is the first questionnaire that has been developed to specifically assess the satisfaction of 
women with their contraceptive methods. However, it must be noted that this questionnaire 
assesses ‘satisfaction’ rather than QoL and is also limited to hormonal contraception.  
 
It is difficult to assess the ORTHO BC-SAT against the Ferrans model for HRQOL measures as it is 
not technically a HRQOL tool – it is a satisfaction assessment tool. It is a specific tool that covers 
important domains such as fertility concerns, menstrual symptoms, convenience of use and 
compliance, all of which are specific to contraception and thus don’t directly fit into the domains 

Fig. 7 Example question from ORTHO BC-SAT about menstrual symptoms 



of Ferrans model. However, there are similarities; ‘Biological functions’ are captured by the 
menstrual symptoms questions and ‘symptoms’ are covered by various questions about 
menstrual symptoms and effect on mental health. ‘Functional status’ is assessed by questions 
about limits on sex, life, work and daily activities. ‘General health perceptions’ is the assessment 
of all the above. As it is a satisfaction assessment tool, the final question asks how satisfied overall 
the woman is with her contraception, rather than how happy she is with her overall QoL. The 
author states that the domains covered are future fertility concerns, convenience of use, 
compliance, lifestyle impact, side effect profile, impact on menstruation, assurance/confidence 
and overall satisfaction as opposed to the five suggested by Ferrans and colleagues.  
  

3.2.1.1  Strengths and Limitations of ORTHO BC-SAT 
There are several limitations and criticisms of this questionnaire. Firstly, it is important to note 
that this questionnaire assesses satisfaction, not HRQOL of women on contraception. It is not 
clear from the author why they chose to make it a satisfaction assessment tool rather than a 
HRQOL tool. As previously mentioned, using a standard model for HRQOL allows us to compare 
across research in a particular field. By using a satisfaction tool, it makes comparison more 
difficult and this is a shortcoming of the tool. Besides, satisfaction is a factor of QoL and so the 
questionnaire could have easily been developed into a HRQOL tool. When assessing the validity 
of the tool, the author marks it next to the SF-12v2 and the Mental Health Index-5 (MHI-5) 
questionnaires, which are both HRQOL tools and as such, it would have been a better comparison 
if the ORTHO BC-SAT was also a HRQOL tool.  
 
Secondly, its production was funded by Ortho-McNeil Pharmaceutical, Inc. - manufacturer of the 
ORTHO EVRA transdermal contraceptive patch. Studies funded by large pharmaceutical 
companies with a product in the field should always be approached with caution. In this case, it 
is not clear what, if any, gain there was for Ortho-McNeil Pharmaceutical, Inc. It may be relevant 
that the healthcare system is different, as well as privatisied, in America and there is perhaps 
more financial gain to be had by pharmaceutical companies in a private healthcare system. It was 
not mentioned if there was any financial incentive for women to take part in their research and 
this could have influenced the group demographics. The age, relationship status, ethnicity and 
education level was given of the 339 women who were part of the validity study. The majority 
(88%) were Caucasian. Minority ethnic groups are less likely to use the pill and more likely to feel 
let down by reproductive services in America67 so a more diverse group would have been 
beneficial. The questionnaire itself does not ask for demographic details, which it should, or they 
should at least be determined alongside as, as Ferrans et al., explain, the environmental and 
individual influences is vital data and allow comparison between studies.5 Additionally, as the 
questionnaire was developed in America, is it understandably Americansied in its terminology 
and uses ‘birth control’ instead of ‘contraception’. For a British cohort, it would be far more 
relatable to use the term ‘contraception’.  
 
Furthermore, the questionnaire was only tested on 4 types of hormonal contraception – the ring, 
patch, pill and injection. There was also no differentiation made between the COCP and the POP 
and as previously discussed they can have a very different side effect profile and are used for 
different groups of women. Further studies should be done to include the other types of 



contraception. The questionnaire is only useful for wide use if it can be used for all women on all 
types of contraception. Also, the questionnaire addresses concerns about pregnancy and fertility 
but fails to address concerns about sexually transmitted infections (STI’s), which of course is an 
important consideration when using a non-barrier method of contraception.  
 
As mentioned many times throughout this paper, sexual quality of life (SQoL) forms a 
fundamental part of HRQOL and should be assessed in this specific circumstance. The only 
questions asked in the ORTHO BC-SAT are “The side effects of my birth control interfere with my 
sex life” and “My sex life has become more spontaneous with my current birth control”. 
Compared to the 19 questions asked in the FSFI, this is an inadequate assessment of sexual 
function and satisfaction. It is important that the questionnaire is not too long so it would not be 
suitable to include all 19 questions, but more than 2 questions would be appropriate, in place of 
others, particularly those that are repetitive. 
 

3.2.2 SEC-QOL Analysis  
The SEC-QOL (Sociedad Española de Contracepción (Spanish contraception Society) Quality of 
Life) questionnaire is a HRQOL questionnaire, developed in Spain. There is an English translation 
available but the author states that the cultural adaptation procedure was not followed. It was 
developed following interviews with 14 women who were using hormonal or non-hormonal 
contraception. A draft questionnaire was then tested on 187 women. Rasch analysis was applied 
in order to reduce 41 questions down to 19.68  
 
The final version consists of 19 different questions, covering five different domains: social (5 
items), menstrual symptoms (4 items), breast symptoms (3 items), psychological (4 items), and 
sexual (3 items) (see appendix for full questionnaire) and asks the women to rate their answer 
on a 5-point Likert scale from always to never or totally agree to totally disagree. For example, 
question number one states “I have menstrual pain (pain in the lumbar area and abdomen) a few 
days before my period starts” and the woman has to rate this from ‘almost always’ to ‘almost 
never’.  
 
When assessed against Ferrans and colleagues model for HRQOL, it is again difficult to draw 
comparisons. Three of the five domains within the SEC-QOL are specific to contraception 
(menstrual symptoms, breast symptoms and sexual) and therefore does not match up with the 
five general domains of Ferrans’ model. It could be argued that, as with the ORTHO BC-SAT, the 
first four domains (biological functions, symptoms, functional status and general health 
perceptions) are covered by the questions asked, but they are named in a different way. The fifth 
domain (overall QoL) is not covered as no question is asked about overall QoL in the SEC-QOL. 
 

3.2.2.1 Strengths and Limitations of SEC-QOL 
A strength of the SEC-QOL questionnaire would be that it explores all the relevant menstrual 
symptoms. Concerns about failure of contraception, symptoms of nervousness and sexual desire 
are also covered in this questionnaire, albeit briefly. 
 



One of the main limitations of the questionnaire is that it has not been culturally adapted, it has 
just been simply translated into English. This would need cultural adaptation through the 
appropriate means as recommended by the SAC52 before it could be used in the UK.  
 
Its brevity is both a strength and a limitation. On one hand, a short questionnaire is user-friendly 
and easy to economically evaluate. On the other hand, it could be argued that the SEC-QOL does 
not go into as much depth as is needed. It only really covers symptoms and the associated 
limitations on activity and does not establish anything about ease of use or compliance, as the 
ORTHO BC-SAT does. It also does not ask a question about overall QoL. In this way, it is more 
similar to the Moos MDQ than it is to the ORTHO BC-SAT. The ORTHO BC-SAT covers far more 
symptoms and asks questions about fertility concerns, which the SEC-QOL fails to do. 
 
The two questions about sexual desire are “My sexual desire decreases during the days of my 
period.” and “During the first few days of my period, when bleeding is heavier, I refuse sexual 
intercourse.” These questions do not cover the full breadth of side effects that contraception can 
have. 
 
A study which uses the SEC-QOL questionnaire to assess the QoL of women using the LNG-IUS, 
argues that the use of a specific contraception QoL tool, that assesses the five domains is a unique 
and valuable way of assessing the QoL of women over time. Their study shows an improvement 
in HRQOL over 12 months in the women using the LNG-IUS.69 
 

3.2.3 The NuvaRing acceptability Questionnaire 
One study developed an acceptability  questionnaire as part of a research programme to 
determine the efficacy and safety of the NuvaRing vaginal contraceptive ring – ‘The NuvaRing 
acceptability Questionnaire’.61 This is  21 question questionnaire covering: ring use, clarity of 
instructions, sexual comfort, cycle-related characteristics, compliance and satisfaction 
(appendix). It is very specific to vaginal ring use and is not transferrable to any other form of 
contraception. There is also space for free writing and this makes it difficult to statistically 
analyse. For this reason, and within the limitations of this study, this questionnaire will not be 
analysed in any further detail. 
 

3.2.4 The EVAPIL Scale 
The EVAPIL Scale was designed to measure the….. 
 
 
 
 
 
 
 



3.2.5 COSMIN checklist for ORTHO BC-SAT and SEC-QOL 
The ORTHO BC-SAT and the SEC-QOL were assessed using the COSMIN checklist, as outlined 
previously. The results are tabulated below: 
 

Paper “The ORTHO BC-SAT – a 
satisfaction questionnaire for 
women using hormonal 
contraceptives”64 

“Development and Validation 
of the SEC-QOL Questionnaire 
in Women Using Contraceptive 
Methods”68  

Instrument ORTHO BC-SAT SEC-QOL 

CTT or IRT CTT IRT 

Internal consistency Fair  

Reliability Good  

Measurement Error Good  

Content validity Excellent  

Structural validity Poor  

Hypothesis testing Fair  

Cross-cultural validity n/a  

Criterion validity Good  

Responsiveness n/a  

 
Table 7 The COSMIN checklist review of the ORTHO BC-SAT and the SEC-QOL. 

 

3.3 Preliminary Pretesting Data  on the ORTHO BC-SAT 
The ORTHO BC-SAT was sent out to 40 women. Twenty women returned the questionnaire (50%). 
The women in general were very keen to discuss their contraception and several commented 
that they enjoyed having the chance to think about the effects of their contraception and offload 
that in some way. When asked to comment on the suitability of the questionnaire, the women 
responded with; “I liked it”, “I think it’s great”, “It’s easy to follow and good”, “Overall, I thought 
it was beneficial” 
 
Suggestions for adding or taking away any questions included adding questions to ascertain what 
contraception the female had tried before and why they stopped/changed it and how easy is was 
to change, asking about how many different types of contraception had been tried before and if 
they would consider changing their method after reflecting on this questionnaire. Another 
suggestion from a woman who was using the Mirena coil to help with endometriosis thought it 
would be a good idea to ask if there was a medical reason as to why they are on the method that 
they are. One woman made specific reference to the mental health aspect of the questionnaire 
and thought that the questions did not cover enough depth about the negative effects of 
contraception on mental health. She felt that the questions “how bothered are you by… feeling 
moody/feeling irritated?” were not enough for her to convey how badly her mental health has 
been effected by her contraception choice. Two other women also suggested better coverage on 
the effects non mental health. Women using the IUS suggested a question to ask about pain on 



insertion and recovery following that as they felt that the pain associated with insertion would 
prevent them from recommending it to a friend. 
 
Several comments were also made about the length of the questionnaire as well as ease of 
completion. Many thought it was too long and annoying to complete in Word form. For the 
purposes of this study, I sent out a word document to be filled in electronically and sent back. 
Various women suggested that an online survey would have been easier to complete and more 
suitable for the target audience. This should be kept in mind for future developments. A couple 
of women thought that there was repetition and that alternative questions could have been 
asked in their place. For example, one woman suggested that questions 1-3 and 9b, 9c and 9q 
could all be covered in one question (relating to convenience of use) and that overall the 
questionnaire could be more succinct. One woman noted that the questions 9e – “The side 
effects of my birth control interfere with my everyday life” and 9h – “My birth control interferes 
with my daily activities” are very similar and stated that she didn’t understand why both were 
asked. Two women thought the question “My birth control is only known to those I choose to 
tell or show (i.e., I am able to keep my birth control private).” was a peculiar question to ask and 
perhaps unnecessary. 
 
When asked about the sexual aspects of the questionnaire, women thought that it did not cover 
very much at all. One women said “I didn’t feel like it asked about my sex life at all”. Another 
woman remarked that the question, “My sex life has become more spontaneous with my current 
birth control.” would only be relatable if she was not in a relationship and was only sleeping with 
men on a one night only basis. Other comments included “I would have liked a question about 
how my mental health has affected my libido” and “I don’t feel like having sex at all since starting 
my new pill – the questionnaire didn’t ask me anything about sexual frequency or desire”. 
 
A common remark was also that women wanted a white space to elaborate on their answers. 
Whilst this would be difficult to quantify statistically, it maybe suggests that women did not feel 
like they are being asked enough or that they feel something was missed in the questionnaire.  
 
 
 



4.0 Discussion 
 
This section will discuss the most commonly used generic HRQOL measures and conclude 
whether they are fit for this purpose. It will then outline the strengths and limitations of the 
study. The conclusion of the study will then be presented. 

  

3.1.1 The Short Form 36 
The Medical Outcomes Study (MOS) Short Form 36 (SF-36) was the most commonly used 
questionnaire and was used a total of 30 times, throughout the 111 studies identified. The SF-36 
was constructed in 1992 by RAND6 and contains thirty-six items which assess eight health 
concepts; limitations in physical activity, social activity, usual role, pain, mental health, limitations 
due to mental health, energy and fatigue and general health perceptions. It can be used in various 
health settings and was designed to be used by any person over the age of 14. There have since 
been variations of the questionnaire, to include the SF-36v2, the SF-12v2 and the SF-8 which all 
measure the same health domains.  
 
The SF-36 contains questions such as “During the past 4 weeks, how much did pain interfere with 
your normal work (including both work outside the home and housework)?” and “The following 
items are about activities you might do during a typical day. Does your health now limit you in 
these activities? If so, how much?” in relation to; “1. Vigorous activities, such as running, lifting 
heavy objects, participating in strenuous sports, 2. Moderate activities, such as moving a table, 
pushing a vacuum cleaner, bowling, or playing golf, 3. Lifting or carrying groceries, 4. Climbing 
several flights of stairs….” (full questionnaire in Appendix). It is clear to see that whilst these 
activities may be affected by cramping, abdominal pain and emotional distress, this 
questionnaire does not assess the specific limitations that may be brought about by 
contraception, such as security in a relationship, fears of pregnancy, sexual activity and 
relationship satisfaction. Neither does it cover specific symptoms such as headache, breast 
tenderness, fear of side effects and compliance to contraception. All these things are very specific 
to contraception use and a questionnaire that is as general as the SF-36 is not suitable for 
assessing such specific circumstances. Furthermore, a young woman who is being assessed in 
relation to her contraception may find it strange to be asked about her limitations on bowling 
and playing golf.  
 
If we take, for example, one of the studies from the literature search that used the SF-36 – 
‘Levonorgestrel Intrauterine System versus Medical Therapy for Menorrhagia’ by Gupta et al.,70 
This study wanted to assess the effect of the intrauterine system on menorrhagia and used the 
Menorrhagia Multi-Attribute Scale (MMAS) as their primary outcome measure. The MMAS is a 
questionnaire that covers six domains related to the restrictions brought about by heavy 
menstrual bleeding (HMB). It assesses the practical, social, psychological, physical limitations as 
well as the effect on work and family life.71 They then used the SF-36 as their secondary outcome 
measure as well as the EQ-5D and the EQ-5D visual analogue scale to assess the impact on general 
QoL. So, whilst the women would have been able to comment on whether their improvement in 
menorrhagia increased their ability to climb stairs, lift groceries and walk several blocks, it would 



have been far more beneficial for this study to use a specific questionnaire to QoL related to 
contraception use. Although the primary objective was to relieve the patient of HMB, the LNG-
IUS could have had many other specific positive and negative effects and a contraception specific 
questionnaire would have captured this much better. 
 

3.1.2 Moos Menstrual Distress Questionnaire  
The Moos Menstrual Distress Questionnaire (MDQ) was developed in 1968.72 It is a 46-item self-
report questionnaire designed to assess premenstrual and menstrual symptoms. Form C explores 
symptoms before, during and after menstruation and Form T studies symptoms on the day of 
taking the questionnaire. It asks the participator to rate each menstrual symptom on a scale from 
one to six, covering the areas of pain (including muscle stiffness, headache, cramps, backache), 
concentration (including insomnia, forgetfulness, confusion and distractibility), behavioural 
change (such as lowered school/work performance, naps and avoidance of activity), autonomic 
reactions (dizziness, cold sweats, nausea, vomiting, hot flushes), water retention (including 
weight gain, skin changes, painful breasts and swelling), negative affect (such as crying, 
loneliness, anxiety and mood swings), arousal (including affection and bursts of energy) and 
control (to include symptoms such as chest pain, pounding heart, numbness and blind spots).72 
It’s surprising that the MDQ is the second most commonly used questionnaire in this search as it 
has been so heavily criticised since its creation.73 It has been shown that there was a lack of 
research into the reliability and validity of the MDQ and there is also criticism that the MDQ 
measures concepts unrelated to the menstrual cycle.74 Now, if we take, for example, the study 
“Effects of oral contraceptives containing ethinylestradiol with either drospirenone or 
levonorgestrel on various parameters associated with well-being in healthy women: a 
randomized, single-blind, parallel-group, multicentre study.” by Kelly et al.,75 to consider the use 
of the MDQ. They wish to compare two contraceptive pills – Yasmin and Microgynon, as they 
state that Yasmin has been shown to have a positive effect on QoL, as well as menstrual 
symptoms. They then go on to use the MDQ to measure this. So, not only are they using a 
questionnaire that has been heavily criticised for its construction, they are also using a 
questionnaire that does not assess QoL, even though that’s what they set out to show an 
improvement in. They would have gained so much more from using a questionnaire that was 
validated and specific for the use of assessing QoL in relation to contraception.  
 
The Moos MDQ, although criticised, covers all the relevant menstrual symptoms and Form T of 
the questionnaire can be used to track improvement in menstrual symptoms when on 
contraception. However, it does not assess overall QOL and is therefore just a symptoms checker. 
Furthermore, aside from ‘affection’ as a ‘symptom’ of menstruation, it does not assess sexual 
concerns such as libido and lubrication which, as already discussed, it an essential part of HRQOL. 
 

 3.1.3 EQ-5D 
The EQ-5D was the fourth most commonly used questionnaire in this search but is pertinent to 
this study as it was considered for use in the Contraception Choices Project. The EQ-5D is one of 
a few versions of the questionnaire, produced by the EuroQol group in 199076. There are 5 
dimensions (5D) and depending on the version, either a 3-point scale (EQ-5S-3L) or a 5-point scale 



(EQ-5D-5L) is used. There is also a version designed for younger patients (EQ-5D-Y) and the EQ-
VAS (visual analogue scale).77 The 5 dimensions are mobility, self-care, usual activities, pain and 
anxiety/depression.78 One question is asked on each of these dimensions, with a scale to answer. 
For example, for ‘mobility’, for the EQ-5D-3L; ‘I have no problems in walking about, I have some 
problems in walking about and I am confined to bed’. It was designed to act as a compliment to 
other HRQOL and to be generalised for use across many specialties, instead of being disease 
specific.78 This gives an extremely brief overview of the 5 domains, but has very little correlation 
to the effects of contraception so would not be suitable for the purposes outlined in this study 
either.  
 

4.1 Strengths of Study 
To our knowledge, there has been no previous review of this nature, demonstrated by the fact 
that no such study was found in the search itself. This study has highlighted an important gap in 
research and has emphasised the need for a HRQOL tool that can be used to assess women of 
reproductive age, who are using contraception.  
 
This study not only assessed the contraception specific HRQOL measures but it also evaluated 
the most commonly used HRQOL measures and gave reasons as to why they are not suitable for 
the purpose of assessing HRQOL in relation to contraception.  
 
Furthermore, women of reproductive age were asked about their views on one of the 
contraception specific contraecpetion measures and this preliminary pre-testing highlighted 
several flaws in the ORTHO BC-SAT and gives a good basis for further research. 
 

4.2 Limitations of Study 
Though thorough, this search was not complete. It was limited to 4 databases and did not search 
unpublished data, grey literature or more databases.  
 
The preliminary pre-testing data obtained was also limited. A small cohort of educated women 
was asked about their views on the ORTHO BC-SAT. Further research should focus on asking a 
larger population of women, from a wider range of socio-economic and educational 
backgrounds. Ideally, the women should have also been asked to complete the SEC-QOL and give 
feedback on that as well and benefit would have been gained from asking them to compare the 
two and then compare to a general HRQOL measure such as the SF-36. There is certainly scope 
for more qualitative research in this area.  

 
 

4.3 Recommendations for Future Work 
The next steps to this work should include additional qualitative research with focus groups of 
women from a variety of different backgrounds and of various ages to determine the most 
relevant questions. The ORTHO BC-SAT should be evaluated by more women and the SEC-QOL 
should be given to women to assess also. It would also be beneficial to gain women’s opinions 
on using generic measures such as the SF-36 and the EQ-5D for this purpose. The ORTHO BC-SAT 



was designed for an American cohort and the SEC-QOL was for use in Spain. Therefore, they 
should be assessed on a British cohort.  
 
Bakas et al.,2 suggest that HRQOL research should use common global HRQOL models in order to 
be able to compare cross-study. If they don’t, they suggest that authors should make it clear why 
not. In the context of contraception, I think there is an argument that general HRQOL 
questionnaires do not capture the effects of contraception on women’s lives and many of the 
questions are irrelevant, as previously discussed. Therefore, I believe that there is scope for a 
contraception specific HRQOL measure and the following points should be considered: 

1. The questionnaire should include several questions on sexual function/dysfunction, 
libido, sexual satisfaction, dyspareunia and vaginal dryness. 

2. The questionnaire should contain questions about the effect of contraception on mental 
health and focus groups should be held to determine which questions to ask.  

3. The Ferrans and Colleagues model for HRQOL research should be followed to make a 
robust and comparable HRQOL measure that contains all the right domains. 

4. The COSMIN checklist should be applied afterwards to assess the overall methodological 
quality of the questionnaire.  

 
HRQOL instruments are useful when they are used to assess what they have been designed to 
assess. A questionnaire that works well in one setting, may be completely useless in another 
setting or with a different population. Studies should be clear in stating what the use of the 
questionnaire will achieve. For example, it may want to compare two different groups, two 
different interventions or change over time amongst the same group52. The studies that were 
identified during the literature search were all specifically regarding women’s experiences on 
contraception, for a variety of different reasons. Therefore, they would have all benefitted from 
the use of a specific questionnaire that assesses the known effects of contraception. 

 
4.4 Conclusion 
This study explored the ways in which we measure the QoL of women using contraception. 
Through an extensive literature search, it was discovered that there are, in fact, two 
questionnaires in use; the ORTHO BC-SAT and the SEC-QOL, that have been validated for the use 
of assessing the satisfaction or QoL, respectively, of women using contraception. One hundred 
and eleven studies were identified as using a questionnaire in the setting of assessing HRQOL in 
relation to contraception. However, it was interesting to find that the general HRQOL instruments 
were used far more frequently than the contraception specific ones. The SF-36, the Moos MDQ, 
the Becks Depression Inventory and the EQ-5D were used a combined total of 65 times (38%), 
whereas the ORTHO BC-SAT and the SEC-QOL were used a combined number of six (0.03%).  
 
This study concludes that there are two measures in circulation which assess either satisfaction 
(ORTHO BC-SAT) or QoL (SEC-QOL) of women using contraception. These tools could be used to 
assess the QoL of women using contraception and are more beneficial than using generic HRQOL 
measures such as the SF-36 or the EQ-5D. However, there is room for an alternative and 



improved measure that is based on a British population and that includes pertinent questions 
about sexual QoL, mental health and menstrual symptoms.   
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6.0 Appendix 

6.1 Search Protocol 
 

1  exp Contraception/ 25201 

2  birth control.mp. [mp=title, abstract, original title, name of substance word, subject heading word, 

keyword heading word, protocol supplementary concept word, rare disease supplementary concept 

word, unique identifier, synonyms] 

4952 

3  Contracept*.mp. 86637 

4  exp Contraceptive agents/ 68430 

5  exp Contraceptive agents, female/ 62566 

6  combined pill.mp. 152 

7  ((oest* and prog*) adj3 (pill or contracept*)).mp. [mp=title, abstract, original title, name of substance 

word, subject heading word, keyword heading word, protocol supplementary concept word, rare 

disease supplementary concept word, unique identifier, synonyms] 

372 

8  exp contraceptives, oral/ 44955 

9  mini pill.mp. 73 

10  (contracept* adj4 estradiol).mp. [mp=title, abstract, original title, name of substance word, subject 

heading word, keyword heading word, protocol supplementary concept word, rare disease 

supplementary concept word, unique identifier, synonyms] 

532 

11  (progest* adj4 (contracept* or pill*)).mp. [mp=title, abstract, original title, name of substance word, 

subject heading word, keyword heading word, protocol supplementary concept word, rare disease 

supplementary concept word, unique identifier, synonyms] 

5409 

12  exp contraceptive devices/ 23896 

13  mirena.mp. 276 

14  intrauterine device.mp. 3820 

15  intrauterine system.mp. 972 

16  IUD.mp. 7521 

17  IUS.mp. 1015 

18  LARC.mp. 1018 

19  LNG-IUS.mp. 627 

20  exp Norpregnanes/ 20682 



21  (contracept* adj3 (inject* or implan*)).mp. [mp=title, abstract, original title, name of substance word, 

subject heading word, keyword heading word, protocol supplementary concept word, rare disease 

supplementary concept word, unique identifier, synonyms] 

2672 

22  etonogestrel implant.mp. 105 

23  nexplanon.mp. [mp=title, abstract, original title, name of substance word, subject heading word, 

keyword heading word, protocol supplementary concept word, rare disease supplementary concept 

word, unique identifier, synonyms] 

48 

24  (Medroxyprogesterone Acetate adj4 contracept*).mp. [mp=title, abstract, original title, name of 

substance word, subject heading word, keyword heading word, protocol supplementary concept 

word, rare disease supplementary concept word, unique identifier, synonyms] 

417 

25  (Depo-provera adj4 contracept*).mp. [mp=title, abstract, original title, name of substance word, 

subject heading word, keyword heading word, protocol supplementary concept word, rare disease 

supplementary concept word, unique identifier, synonyms] 

247 

26  ((transdermal or patch*) adj3 contracept*).mp. [mp=title, abstract, original title, name of substance 

word, subject heading word, keyword heading word, protocol supplementary concept word, rare 

disease supplementary concept word, unique identifier, synonyms] 

338 

27  (vagina* ring adj4 contracept*).mp. [mp=title, abstract, original title, name of substance word, subject 

heading word, keyword heading word, protocol supplementary concept word, rare disease 

supplementary concept word, unique identifier, synonyms] 

249 

28  withdrawal method.mp. 74 

29  abortion.mp. 83272 

30  exp abortion, induced/ 39161 

31  termination of pregnancy.mp. 5452 

32  Pregnancy, Unwanted/ 2568 

33  Pregnancy, Unplanned/ 1435 

34  1 or 2 or 3 or 4 or 5 or 6 or 7 or 8 or 9 or 10 or 11 or 12 or 13 or 14 or 15 or 16 or 17 or 18 or 19 or 

20 or 21 or 22 or 23 or 24 or 25 or 26 or 27 or 28 or 29 or 30 or 31 or 32 or 33 

211664 

35  "Quality of Life"/ 157788 

36  (qol or HRQOL).mp. 41123 



37  (qualit* adj3 (life or lives)).mp. [mp=title, abstract, original title, name of substance word, subject 

heading word, keyword heading word, protocol supplementary concept word, rare disease 

supplementary concept word, unique identifier, synonyms] 

282055 

38  exp emotions/ 209229 

39  Satisfaction.mp. [mp=title, abstract, original title, name of substance word, subject heading word, 

keyword heading word, protocol supplementary concept word, rare disease supplementary concept 

word, unique identifier, synonyms] 

173038 

40  personal satisfaction/ 15510 

41  ((sex or sexual) adj3 (pleasur* or satisf* or dissatisf* or dysfunction*)).mp. [mp=title, abstract, original 

title, name of substance word, subject heading word, keyword heading word, protocol supplementary 

concept word, rare disease supplementary concept word, unique identifier, synonyms] 

21331 

42  relationship satisfaction.mp. 1155 

43  exp sexual dysfunctions, psychological/ 24228 

44  Libido/ 4618 

45  35 or 36 or 37 or 38 or 39 or 40 or 41 or 42 or 43 or 44 653287 

46  "Outcome Assessment (Health Care)"/ 63085 

47  Treatment outcome/ 830067 

48  exp "Surveys and Questionnaires"/ 869190 

49  (survey* or question* or interview* or evaluat* or measur* or outcome* or assess* form or forms).mp. 

[mp=title, abstract, original title, name of substance word, subject heading word, keyword heading 

word, protocol supplementary concept word, rare disease supplementary concept word, unique 

identifier, synonyms] 

7972380 

50  Risk assessment.mp. 249108 

51  exp risk assessment/ 225402 

52  Health Knowledge, Attitudes, Practice/ 94611 

53  46 or 47 or 48 or 49 or 50 or 51 or 52 8238790 

54  34 and 45 and 53 4471 

55  exp Animals/ not Humans/ 4440485 

56  54 not 55 
 

 
  



6.2 Female Sexual Function Index (FSFI) 
Subject Identifier ________________________ Date ________________ 
 

INSTRUCTIONS: These questions ask about your sexual feelings and responses 

during the past 4 weeks. Please answer the following questions as honestly and 

clearly as possible. Your responses will be kept completely confidential. In 

answering these questions the following definitions apply: 
 

Sexual activity can include caressing, foreplay, masturbation and vaginal intercourse. 
 
Sexual intercourse is defined as penile penetration (entry) of the vagina. 
 

Sexual stimulation includes situations like foreplay with a partner, self-stimulation 

(masturbation), or sexual fantasy. 
 

CHECK ONLY ONE BOX PER QUESTION. 
Sexual desire or interest is a feeling that includes wanting to have a sexual 

experience, feeling receptive to a partner's sexual initiation, and thinking or 

fantasizing about having sex. 

 

1.  Over the past 4 weeks, how often did you feel sexual desire or interest? 
 

Almost always or always   
Most times (more than half the time)  
Sometimes (about half the time)  
A few times (less than half the time)  
Almost never or never  

 
2. Over the past 4 weeks, how would you rate your level (degree) of sexual desire 

or interest? 
 

Very high   
High  
Moderate  
Low  
Very low or none at all 



Sexual arousal is a feeling that includes both physical and mental aspects of sexual 

excitement. It may include feelings of warmth or tingling in the genitals, lubrication 

(wetness), or muscle contractions. 

 

3. Over the past 4 weeks, how often did you feel sexually aroused ("turned on") 

during sexual activity or intercourse? 
 

No sexual activity   
Almost always or always  
Most times (more than half the time)  
Sometimes (about half the time)  
A few times (less than half the time)  
Almost never or never  

 
4. Over the past 4 weeks, how would you rate your level of sexual arousal ("turn 

on") during sexual activity or intercourse? 
 

No sexual activity   
Very high  
High  
Moderate  
Low  
Very low or none at all  

 
5. Over the past 4 weeks, how confident were you about becoming sexually 

aroused during sexual activity or intercourse? 
 

No sexual activity   
Very high confidence  
High confidence  
Moderate confidence  
Low confidence  
Very low or no confidence  

 
6. Over the past 4 weeks, how often have you been satisfied with your arousal 

(excitement) during sexual activity or intercourse? 
 

No sexual activity   
Almost always or always  
Most times (more than half the time)  
Sometimes (about half the time)  
A few times (less than half the time)  
Almost never or never 



 

7. Over the past 4 weeks, how often did you become lubricated ("wet") during 

sexual activity or intercourse? 
 

No sexual activity   
Almost always or always  
Most times (more than half the time)  
Sometimes (about half the time)  
A few times (less than half the time)  
Almost never or never  

 
8. Over the past 4 weeks, how difficult was it to become lubricated ("wet") during 

sexual activity or intercourse? 
 

No sexual activity   
Extremely difficult or impossible  
Very difficult  
Difficult  
Slightly difficult  
Not difficult  

 
9. Over the past 4 weeks, how often did you maintain your lubrication ("wetness") 

until completion of sexual activity or intercourse? 
 

No sexual activity   
Almost always or always  
Most times (more than half the time)  
Sometimes (about half the time)  
A few times (less than half the time)  
Almost never or never  

 
10. Over the past 4 weeks, how difficult was it to maintain your lubrication 

("wetness") until completion of sexual activity or intercourse? 
 

No sexual activity   
Extremely difficult or impossible  
Very difficult  
Difficult  
Slightly difficult  
Not difficult 



 

11. Over the past 4 weeks, when you had sexual stimulation or intercourse, how 

often did you reach orgasm (climax)? 
 

No sexual activity   
Almost always or always  
Most times (more than half the time)  
Sometimes (about half the time)  
A few times (less than half the time)  
Almost never or never  

 
12. Over the past 4 weeks, when you had sexual stimulation or intercourse, how 

difficult was it for you to reach orgasm (climax)? 
 

No sexual activity   
Extremely difficult or impossible  
Very difficult  
Difficult  
Slightly difficult  
Not difficult  

 
13. Over the past 4 weeks, how satisfied were you with your ability to reach orgasm 

(climax) during sexual activity or intercourse? 
 

No sexual activity   
Very satisfied  
Moderately satisfied  
About equally satisfied and dissatisfied  
Moderately dissatisfied  
Very dissatisfied  

 
14. Over the past 4 weeks, how satisfied have you been with the amount of 

emotional closeness during sexual activity between you and your partner? 
 

No sexual activity   
Very satisfied  
Moderately satisfied  
About equally satisfied and dissatisfied  
Moderately dissatisfied  
Very dissatisfied 



 
15. Over the past 4 weeks, how satisfied have you been with your sexual 

relationship with your partner? 

Very satisfied   
Moderately satisfied  
About equally satisfied and dissatisfied  
Moderately dissatisfied  
Very dissatisfied  

 
16. Over the past 4 weeks, how satisfied have you been with your overall sexual life? 

Very satisfied   
Moderately satisfied  
About equally satisfied and dissatisfied  
Moderately dissatisfied  
Very dissatisfied  

 
17. Over the past 4 weeks, how often did you experience discomfort or pain during 

vaginal penetration? 

Did not attempt intercourse   
Almost always or always  
Most times (more than half the time)  
Sometimes (about half the time)  
A few times (less than half the time)  
Almost never or never  

 
18. Over the past 4 weeks, how often did you experience discomfort or pain following 

vaginal penetration? 

Did not attempt intercourse   
Almost always or always  
Most times (more than half the time)  
Sometimes (about half the time)  
A few times (less than half the time)  
Almost never or never  

 
19.Over the past 4 weeks, how would you rate your level (degree) of discomfort or 

pain during or following vaginal penetration? 

Did not attempt intercourse   
Very high  
High  
Moderate  
Low  
Very low or none at all   

Thank you for completing this questionnaire 
  



The NuvaRing Acceptability Questionnaire 
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Luis; de la Viuda, Esther; Gomez, Maria 
Angeles; Lertxundi, Roberto; Sanchez-
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SEC-QOL 

Effect of a combination of 
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and drospirenone 3 mg on 
tolerance, cycle control, 
general well-being and 
fluid-related symptoms in 
women with premenstrual 
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contraception. 
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General Well-
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Effect of an oral 
contraceptive containing 
drospirenone and 
ethinylestradiol on general 
well-being and fluid-related 
symptoms. 
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reproductive health care : the official 

Psychological 
General Well-
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Effect of an oral 
contraceptive containing 
ethinyl estradiol and 
drospirenone on 
premenstrual 
symptomatology and 
health-related quality of 
life. 

Borenstein, Jeff; Yu, Hsing-Ting; Wade, 
Sally; Chiou, Chiun-Fang; Rapkin, Andrea 
The Journal of reproductive medicine // 
2003;48(2):79-85 

Moos Menstrual 
Distress 
Questionnaire 
(MDQ) and SF-12 

Effect of an oral 
contraceptive on emotional 
distress, anxiety and 
depression of women with 
polycystic ovary syndrome: 
a prospective study. 

Cinar, Nese; Harmanci, Ayla; Demir, 
Basaran; Yildiz, Bulent O 
Human reproduction (Oxford, England) // 
2012;27(6):1840-1845 

PCOSQ, Beck 
Depression 
Inventory, 
Hospital Anxiety 
and Depression 
Scale 

Effect of Depo-Provera on 
depression rate in the 
women referring to the 
health center of Babol city 

H., Salmalian; F., Khirkhah; R., Saghebi; 
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Beck 

Effect of hysterectomy vs 
medical treatment on 
health-related quality of 
life and sexual functioning: 
the medicine or surgery 
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Kuppermann, Miriam; Varner, R Edward; 
Summitt, Robert L Jr; Learman, Lee A; 
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Stewart, Anita L; Lin, Feng; Richter, Holly 
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Form Health 
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Effect of oral 
contraceptives containing 
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on primary dysmenorrhea. 
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Effect on quality of life of 
switching to combined oral 
contraception based on 
natural estrogen: an 
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prospective phase IV study 
(ZOCAL Study). 
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contraception: a 
randomized controlled 
trial. 
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Questionnaire 

Effects of low-dose 
combined drospirenone-
ethinylestradiol on 
perimenstrual symptoms 
experienced by women 
with endometriosis. 
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Fumitake; Koshiba, Akemi; Kusuki, Izumi; 
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menstrual distress 
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Effects of oral 
contraceptives containing 
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Menstrual Distress 
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Effects of oral 
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Trial. 
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and cost-effectiveness of 
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contraceptive methods on 
quality of life and sexual 
function in Hong Kong 
Chinese women. 
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Piccione, Emilio 
Journal of women's health (2002) // 
2012;21(8):851-857 

SF-36 

Levonorgestrel-releasing 
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Good, Paul R; Smith, Barry D 
Psychology of Women Quarterly // 
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Oral contraceptives: side 
effects and depression in 
adolescent girls 
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suspension) 
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Antonio 
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treatment with a 
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Progestin-only 
contraception compared 
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without aura: a 
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symptom change across the 
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Menstrual Distress 
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Psychological effect of the 
oral contraceptive 
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Orru; F., Ranuzzi; C., Sogliano; A., Concas; 
G., Biggio; , Melis G B 
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Quality of life and costs of 
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intrauterine system or 
hysterectomy in the 
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controlled trial. 
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Quality of sexual life in 
hyperandrogenic women 
treated with an oral 
contraceptive containing 
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Experience 
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and a visual 
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Quality of sexual life of 
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contraceptive continued-
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preliminary report. 
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Randomized clinical trial of 
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intrauterine system and a 
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the treatment of chronic 
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endometriosis. 
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menstrual bleeding; results 
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system or conventional 
medical therapy. 
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menorrhagia 
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Self-reported health in 
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contraception--a 
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6.3 ORTHO BC-SAT 
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6.4 SEC-QOL 
 
1. I have menstrual pain (pain in the lumbar area and abdomen) a few days before my period 

starts. 
2. I feel a mild discomfort in the kidney area a few days before my period starts. 
3. I feel discomfort in the ovary area during my period. 
4. My breasts feel harder during my period. 
5. I feel that my breasts increase in size on the days before my period starts. 
6. My breasts increase in size during my period. 
7. I feel more nervous and I have less patience on the days before and during the first few 

days of my period. 
8. My legs feel more tired on the days before and during the first few days of my period. 
9. On the days before and during the first few days of my period, I do not feel like doing 

sport or any activity that is related to sudden movement. 
10. On the days before and during the first few days of my period I prefer to be more calm 

and to do fewer things. 
11. When my period coincides with the weekend, I refrain from doing things because of 

physical discomfort. 
12. When I have my period I am more nervous at work. 
13. My sexual desire decreases during the days of my period. 
14. On the days before and during the first few days of my period, I feel nervous and 

susceptible (I get upset about anything). 
15. I worry that I may have hormonal disorders. 
16. When my period comes, my performance at work is somewhat lower because of 

menstrual pain. 
17. I worry that the birth control method I use in my sexual relations may fail. 
18. During the first few days of my period, when bleeding is heavier, I refuse sexual 

intercourse. 
19. During my period, I feel that I have less energy (everything requires me more effort). 
 


